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DETAILED ACTION 

Applicants election without traverse of Group I (claims 1-6) in the reply filed on 
June 7, 2006 is acknowledged. 

Claims 1-6 are presented for examination on the merits. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 2 recite the limitation "The composition" in line 1. Claim 3 recites 
the limitation "the Absorptive Resin" in line 5. There is insufficient antecedent basis for 
these limitations in the claims. 

Claims 1-6 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Overall, the claim language is unclear and confusing 
for reasons too numerous to individually indicate. Examples of unclear claim language 
are presented below. 

In claim 1, the use of the plural term "extracts" renders the claim confusing and 
indefinite, as it is not clear if applicant is referring to more than one extract. To more 
clearly describe the invention, it is suggested that claim 1 be amended to recite, for 
example, "A composition comprising an Epimedium extract, wherein the extract 
comprises...". In claim 2, it is unclear if the terms "flavones" and "polysaccharides" are 
referring to the flavones and polysaccharides of claim 1 . To more clearly describe what 
is being claimed, it is suggested that the terms "the flavones" and "the polysaccharides" 
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replace the terms "flavones" and "polysaccharides". In claim 3, the phrase "adding onto 
the Absorptive Resin (D 10 i or D 140 ) Column" is rendered vague and indefinite, as it is 
unclear what is being added onto the absorptive resin column. In claims 3 and 5, the 
phrase "standing still" rendered vague and indefinite, as it is not clear what is standing 
still. 

All other claims depend directly or indirectly from rejected claims and are, 
therefore, also rejected under USC 112, second paragraph for the reasons set forth 
above. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The claims are drawn to a composition of Epimedium extracts comprising 

flavones and polysaccharides in ratios varied from 2:8 to 8:2 by weight which are used 

in treatment of prostatic hyperplasia and wherein the total flavones of the extracts are in 
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the range of 20-90%, and the molecular weights of the polysaccharides vary from 1,000 
to 700,000 Daltons. 

Chen et al. (US 6,123,944) disclose an icariin-containing preparation obtained 
from the aerial parts of plants of the Epimedium genus (see e.g. col 1 , lines 30-32). 
Chen et al. further disclose that the preparation contains about 15% to about 95% icariin 
by weight and about 5% to about 80% of non-icariin flavones by weight (see e.g. col 1 , 
lines 32-36). These values overlap with the range of icariin and total flavones of the 
extracts instantly claimed. The extract taught by Chen et al. would inherently contain 
polysaccharides of the molecular weights instantly claimed, as it is not indicated by 
Chen et al. that the polysaccharides have been removed. Consequently, the claimed 
composition of Epimedium extract appears to be anticipated by the reference. 

In the alternative, even if the claimed extract composition is not identical to the 
referenced extract composition with regard to some unidentified characteristics, the 
differences between that which is disclosed and that which is claimed are considered to 
be so slight that the referenced extract composition is likely to inherently possess the 
same characteristics of the claimed extract composition particularly in view of the similar 
characteristics which they have been shown to share. Thus, the claimed extract 
composition would have been obvious to those of ordinary skill in the art within the 
meaning of USC 103. 

With respect to the art rejection above, please note that the Patent and 
Trademark Office is not equipped to conduct experimentation in order to determine 
whether Applicants* composition differs and, if so, to what extent, from that of the 
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discussed reference. Therefore, with the showing of the reference, the burden of 
establishing non-obviousness by objective evidence is shifted to the Applicants. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chen 
et al. (US 6,123,944) and Mitsuhashi et al. (US 4,501 ,736). 

A composition of Epimedium extracts comprising flavones (including icariin) and 
polysaccharides and a method of Epimedium herb extraction is claimed. 

Chen et al. beneficially teach an Epimedium extract which comprises flavones 
and polysaccharides, and is relied upon for the reasons set forth above. Chen et al. 
further beneficially teach a method of Epimedium extraction (see e.g. claim 1). The 
method of extraction beneficially taught by Chen et al. comprises the steps of extracting 
the Epimedium plant with water, loading the Epimedium extract onto hydrophobic 
column, washing the column with a polar solvent and then washing with a second, less 
polar solvent, and removing the solvent to yield a dry product (see e.g. claim 1). Chen 
et al. further beneficially teach that the icariin containing solvent obtained in after the 
second elution can be added to another column and eluted, dried, and redissolved (see 
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e.g. claim 3). Chen et al. beneficially teach that the method disclosed is used to form an 
icariin-standardized composition, such as a pharmaceutical composition or a dietary 
supplement (see e.g. col 2 lines 53-57). Chen et al. do not beneficially teach that the 
method includes the steps of adding chloroform n-butanol mixture to precipitate protein 
debris, removing polysaccharides below 1000 daltons by ultrafiltration, concentrating 
the aqueous extract to dryness and mixing the extracted Epimedium flavones and 
polysaccharides. 

Mitsuhashi et al. beneficially teach a method of extracting Epimedium with 
an organic solvent, filtering the resulting solution to form a filtrate, concentrating the 
filtrate to obtain an aqueous extract, adding the extract to a defatting solvent such as 
chloroform, and then performing the steps of filtering and washing and precipitating until 
the desired composition is obtained (see e.g. claim 1). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to prepare an epimedium extract using the method 
instantly claimed. It would have been obvious to combine the methods beneficially 
taught by Chen et al. and Mitsuhashi et al. to create a method which comprises the 
steps of extracting the epimedium with an organic solvent, recovering the solvent from a 
filtrate, loading this onto an absorptive resin, eluting the column with ethanol, recovering 
the eluent by suction filtration and evaporating the eluent, decocting the residue with 
water and concentrating the aqueous solution, adjusting the ethanol content, standing 
still, filtering to obtain crude polysaccharides, dissolving the polysaccharides in water 
and adding chloroform n-butanol to precipitate protein, filtering the concentrating and 
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drying the extract. One of ordinary skill in the art of plant extraction would have been 
motivated to combine the extraction steps beneficially taught by Chen et al., in particular 
the step of applying the extract to an absorptive column, with the extraction steps 
beneficially taught by Mitsuhashi et al. in order to obtain an epimedium extract with the 
particular qualities instantly claimed, which are disclosed by Chen et al. The adjustment 
of particular conventional working conditions (e.g. the particular type of chromatography 
column used or the exact mixture of flavones and polysaccharides) is deemed merely a 
matter of judicious selection and routine optimization which is well within the purview of 
the skilled artisan. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melenie McCormick whose telephone number is (571) 
272-8037. The examiner can normally be reached on M-F 7:30am-4:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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